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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 03 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )S Responsive to communication(s) filed on 12 December 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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4a) Of the above claim(s) is/are withdrawn from consideration. 
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6) E3 Claim(s) 45-53 is/are rejected. 
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Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Serial No.: 09/988,213 Docket No. : 3495.0050-16 

Applicants: Alizon, M. , et al. Filing Date: 11/19/01 

Detailed Office Action 

37 C.F.R. § 1.114 

A request for continued examination under 37 C.F.R. § 1.114, 
including the fee set forth in 37 C.F.R. § 1.17(e), was filed in 
this application after final rejection on 12 December, 2005. Since 
this application is eligible for continued examination under 37 
C.F.R. § 1.114, and the fee set forth in 37 C.F.R. § 1.17(e) has 
been timely paid, the finality of the previous Office action has 
been withdrawn pursuant to 37 C.F.R. § 1.114. 

Status of the Claims 

Claims 45-53 are pending in the instant application and 
currently under examination. 

35 U.S.C. § 112, First Paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 

§ 112: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his 
invention . 

Written Description 
Claims 45-53 are rejected under 35 U.S.C. §112, first paragraph, 
as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. In 
re Rasmussen, 650 F.2d 1212, 211 U.S.P.Q. 323 (C.C.P.A. 1981). In 
re Wertheim, 541 F.2d 257, 191 U.S.P.Q. 90 (C.C.P.A. 1976). In re 
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Rochester, 358 F.3d 916, 69 U.S.P.Q.2d 1886 (C.A.F.C. 2004), As 
previously set forth, to satisfy the written description 
requirement, a patent specification must describe the claimed 
invention in sufficient detail that one skilled in the art can 
reasonably conclude that the inventor had possession of the claimed 
invention. See, e.g., Vas-Cath, Inc., v. Mahurkar, 935 F.2d at 
1563, 19 U.S.P.Q.2d at 1116. Claims 45, 48, and 50 are directed 
toward isolated HIV-2 nucleic acids comprising "at least a portion" 
of the full-length pol gene set forth in Figure 6. It was also 
stipulated that said nucleic acids hybridize under particular 
hybridization parameters. Claims 46, 49, and 51 are directed 
toward HIV-2 sequences that also hybridize to "at least one domain" 
in the HIV-l BR u pol gene under the recited hybridization parameters. 
Finally, claims 47, 52, and 53 are directed toward polypeptides 
encoded by the fragments of claim 45. As previously set forth, the 
crux of the rejection is directed toward whether or not the 
original application provides adequate written support for nucleic 
acid fragments of varying sizes obtained from the HIV-2 pol gene 
and polypeptides encoded by said fragments. Applicants are 
reminded that the claims may encompass a range of short 
oligonucleotides and polypeptides up to the full-length gene and 
protein. 

An applicant shows possession of the claimed invention by 
describing the claimed invention with all of its limitations using 
such descriptive means as words, structures, figures, diagrams, and 
formulas that fully set forth the claimed invention. Lockwood v. 
American Airlines, Inc., 107 F.3d 1565, 1572, 41 U.S.P.Q.2d 1961, 
1966 (Fed. Cir. 1997) , The claimed invention as a whole may not be 
adequately described where an invention is described solely in 
terms of a method of its making coupled with its function and there 
is no described or art-recognized correlation or relationship 
between the structure of the invention and its function. A 
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biomolecule sequence described only by functional characteristic, 
without any known or disclosed correlation between that function 
and the structure of the sequence, normally is not a sufficient 
identifying characteristic for written description purposes, even 
when accompanied by a method of obtaining the biomolecule of 
interest. In re Bell, 991 F.2d 781, 26 U.S.P.Q.2d 1529 (Fed. Cir. 
1993). In re Deuel, 51 F.3d 1552, 34 U.S.P.Q.2d 1210 (Fed. Cir. 
1995) . A lack of adequate written description issue also arises if 
the knowledge and level of skill in the art would not permit one 
skilled in the art to immediately envisage the product claimed from 
the disclosed process. See, e.g., Fujikawa v. Wattanasin, 93 F.3d 
1559, 1571, 39 U.S.P.Q.2d 1895, 1905 (Fed. Cir. 1995). The court 
noted in this decision that a laundry list disclosure of every 
possible moiety does not constitute a written description of every 
species in a genus because it would not reasonably lead those 
skilled in the art to any particular species. 

An applicant may show possession of an invention by disclosure 
of drawings or structural chemical formulas that are sufficiently 
detailed to show that applicant was in possession of the claimed 
invention as a whole. An applicant may also show that an invention 
is complete by disclosure of sufficiently detailed, relevant 
identifying characteristics which provide evidence that applicant 
was in possession of the claimed invention, i.e., complete or 
partial structure, other physical and/or chemical properties, 
functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of 
such characteristics. For some biomolecules, examples of 
identifying characteristics include a nucleotide or amino acid 
sequence, chemical structure, binding affinity, binding 
specificity, and molecular weight. The written description 
requirement may be satisfied through disclosure of function and 
minimal structure when there is a well-established correlation 
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between structure and function. Without such a correlation, the 
capability to recognize or understand the structure form the mere 
recitation of function and minimal structure is highly unlikely. 
In the latter case, disclosure of function alone is little more 
than a wish for possession; it does not satisfy the written 
description requirement. .Regents of the University of California 
v. Eli Lilly, 119 F.3d 1559, 1566, 43 U.S.P.Q.2d 1398, 1404, 1406 
(Fed. Cir. 1997), cert, denied, 523 U.S. 1089 (1998). In re Wilder, 
736 F.2d 1516, 1521, 222 U.S.P.Q. 369, 372-3 (Fed. Cir. 1984). 
Factors to be considered in determining whether there is sufficient 
evidence of possession include the level of skill and knowledge in 
the art, partial structure, physical and/or chemical properties, 
functional characteristics alone or coupled with a known or 
disclosed correlation between structure and function, and the 
method of making the claimed invention. 

As previously set forth, perusal of the disclosure revealed the 
cloning and characterization of a novel human immunodeficiency 
virus type 2 (HIV- 2) . The nucleotide sequence, and deduced amino 
acid sequence, of a full-length pol gene were determined from an 
HIV-2 R0D proviral molecular clone (see Examples 4, 5, and Figure 6) . 
It is noted that specific Gag and Env nucleotide/peptidic fragments 
were discussed in the specification (e.g., see pp. 41-43 wherein 
one Gag fragment and 11 envelope fragments were identified) . 
However, similar nucleotide/polypeptidic fragments derived from the 
pol gene were NOT disclosed. Concerning the gag fragment 
identified, this particular region was selected because of its 
genetic relatedness to HIV-1. Various Env fragments were 
identified because it was assumed they might correspond to 
antigenic epitopes. However, the disclosure fails to identify 
corresponding regions in Pol. The disclosure fails to identify 
other regions within this structural gene that may be useful as 
diagnostic reagents or for the generation of polypeptide fragments 
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and immunological reagents. The disclosure also fails to identify 
suitable nucleotide sequences that hybridize to the pol gene under 
the claimed hybridization parameters. Thus, the skilled artisan 
would reasonably conclude that applicants were in possession of the 
full-length pol gene. However, the skilled artisan would also 
reasonably conclude that applicants were not in possession of the 
large genus corresponding to Pol polypeptide fragments, nucleic 
acid sequences encoding said fragments, and nucleic acid probes 
that are capable of hybridizing to said fragments under the recited 
conditions. Nothing in the disclosure leads the skilled artisan to 
any particular nucleic acid or polypeptide fragment. Thus, it 
appears that applicants are attempting to capture subject matter to 
which they are clearly not entitled. 

Response to Arguments 
Applicants submit that the examiner has failed to address 
applicants' explanation regarding the sequence positions of three 
sub-genomic molecular clones of HIV-2. The three referenced 
clones, pROD4.8, pROD35, and pROD27, correspond to the full-length 
pol gene, nucleotides 2658-4936, and nucleotides 1829-2658, 
respectively. Appropriately drafted claim language directed toward 
these embodiments would be acceptable. However, these three clones 
are insufficient to provide support for the large genus of nucleic 
acids and polypeptides currently claimed. The claimed invention 
encompasses an inordinate number of species that can be derived 
from any portion of the pol gene. However, nothing in the 
disclosure . leads the skilled artisan to any particular 
oligonucleotide primer or probe. Nothing in the disclosure 
identifies HIV-2-specif ic or HIV-1 and -2-specific nucleotide 
reagents that would be useful for diagnostic purposes or the 
expression of relevant antigens. Nothing in the disclosure 
describes the preparation of a single polypeptide from these 
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portions and its relevance as a diagnostic or biochemical reagent. 
The referenced sub -genomic molecular clones were used to facilitate 
the preparation of a full-length molecular clone and to provide a 
preliminary characterization of the HIV-2 virus. However, nothing 
in the disclosure would lead the skilled artisan to any other 
nucleic acids other than those set forth in the specification. 



Correspondence 

Any inquiry concerning this communication should be directed to 
Jeffrey S. Parkin, Ph.D., whose telephone number is (571) 272-0908. 
The examiner can normally be reached Monday through Thursday from 
10:30 AM to 9:00 PM . A message may be left on the examiner's voice 
mail service. If attempts to reach the examiner are unsuccessful, 
the examiner's supervisor, James C. Housel, can be reached at (571) 
272-0902. Direct general status inquiries to the Technology Center 
1600 receptionist at (571) 272-1600. Informal communications may 
be submitted to the Examiner's RightFAX account at (571) 273-0908. 

Applicants are reminded that the United States Patent and 
Trademark Office (Office) requires most patent related 
correspondence to be: a) faxed to the Central FAX number (571-273- 
8300) (updated as of July 15, 2005), b) hand carried or delivered 
to the Customer Service Window (now located at the Randolph 
Building, 401 Dulany Street, Alexandria, VA 22314) , c) mailed to 
the mailing address set forth in 37 C.F.R. § 1.1 (e.g., P.O. Box 
1450, Alexandria, VA 22313-1450), or d) transmitted to the Office 
using the Office's Electronic Filing System. This notice replaces 
all prior Office notices specifying a specific fax number or hand 
carry address for certain patent related correspondence. For 
further information refer to the Updated Notice of Centralized 
Delivery and Facsimile Transmission Policy for Patent Related 
Correspondence, and Exceptions Thereto , 1292 Off. Gaz . Pat. Office 
186 (March 29, 2005) . 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval (PAIR) 
system. Status information for published applications may be 
obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access 
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to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-217-9197 (toll-free) . 




06 March, 2006 
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